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PARTMENT OF HEALTH anp kuman services | APPLICATION FOR A VARIANCE | Ferm approvsa: OMB No. 09100075
Putlic Hoalih Serviee FROM 21 CFR 1040.11 (C' FOR A Eunnon‘b:uznOc;e;nr 31, 2000
Fend and Drug Aminziation LASER LIGHT SHOW, DISPLAY.  liocrvimer——— "
OR DEV’l’CEI ERNVVN DOCKET Hupner
}TE: No 1aser light show, PIOjecTiOn BySIRTL O devicn may vary from comphancs with 21 CFR 1040 1 1(c} In design of use withou! the spproval 2!
Uns apphcayon in accordance widh 21 CFR 10704

INSTRUCTIONS
, Creck sl applcabin Daxos sad typa o prng 1he 3. Ma? your gpplcatan to the Dockers Managemant Branch GHFA-3085], Food and
reguasiad information. Drug Asmswatestion. Avam 1-23, 12420 Permlsn Drivo. Rockwilm. MG 20832
. SaiTWt 30 grigneil and tour {§) CopeS. 4. Entcr docket number if s33igned. ]
NAME OF COMPANY :
- SuSfems re

ADDRESS OF COQMP finchade 2P Coasitlf P.O. Box Is wscd, inchkds sctual svest sddrcss #5o.]

222 P2 Em?f” ESLVJ E-22 Lo Conade Ca 91
NAME AND TITLE OF RESPONSIBLE PERSON &. TELEPHONE NO. fincluic oreq cede) 5. DATE OF SUBMSSION

T, - g A57-erdy 6/%/<49
THE APPLICANT REQUESTS THE VARMNCE TO BE IN EFRECT FOR A PERIOD OF Yiwl YEARS FROM THE DATE OF ISSUE. (i

genaral 1Ae Agency Wl BERIOVE 8 VErnCo for enfy Terd yeprs. f & longer pariod 5 requesicd, # husoifcation misay be sriached a3 purt of the appiication.,
PRODUCY OESCRIPTION AND USE ]

ST NAME AND/OR ODEL NUMBER(S) FGR THE LASER LIGHT SHOW/IS! AND PAGIECTOR(SY ard othess Hlh 7 |
I rpel h 7 Jging The Nishi g\_ﬂ_.a.‘c_ !p?—l Prayecte” bg rg%d o _Pu b adtd ]
"PRODUCT FOR WHICN A VARIANCE IS REQUESTE 1. PRODBUCT IS INTENDED 1O BE USEQ AT ANY ONE LOCATION
] 2 wser display cevice B Moroman 16 aevs
[ a projector for 3 sar Bgnt Bhow = Mora than § but nor move than 15 days
B A waer Egne show 3 Less van € days
2 Otrar [Specityl - TOUR 1S INTENDEDR TQ RUN FOR
.() PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO O More than 6 monts
OTHER LASER HIGHT SHOW FROQUCERS O 1-6 monms
.. PRODUCT S INTENDED FOR USE IN A {3 Loss than om manth
= Planctarium or cther dame propction STIUCTUre 8 Not appicyble (Nat 8 four]
3 Theatar [ Ower (Spocify)
Hotsl/matc! balroom or maeting room n. PRODUCY UTILIZES THE FOLLOWING LASER EFFECTS
Stora isplays Front scrsen projections
68 Trage show or conventon (3 Rear screon projectons
B Ouscothoque of Right TUD [J Holographic Gsplays
i& Pavilien @ Mutipla reflocton/difiracton affacts
(4 ndoor arena O Augionce seanning (Ao Inchudes scanning any sccessidia
M ouvdgor arena wncenpofod wossf
B Museum [ Aclicctons fram Ciatonany MATOrE ar MATAred
B Owidoor unenclosed area surtaces [Boam Mewicas)
O Ower rspeciry) Swarionary radiston of rorating mrror balis, a1c.
s PRODUCT IS INTENDED TQ BE USED Scamning Ivadiaton of ratating miror Dalks. ez,
[ At only one IFzed] location (R Fivsr opic projestions "
[ At u varisty of (Tow locations B Fog. smoks, or o scaTenng ernancement stacts
[J Ower (Spacity]  Ownex (Specstyd ]
8. ASER RADIATIONLEVELS  ~  ~ S
LASER MEDIUM L&r, Ho-Nn,_slc.) WAVE LENGTNS fnm} PEAK POWER [wers)
L Ac HSY.s- 5287 30 mthy
Kr, A/ HSH.S - (5C 20, nths
YAG, £ren. dudbles (eTP) ST32 S ‘ HO watts

3. IF ANY LAGER RADIATION IS PYLSED OR SCANNED, SIVE THE PULSE QURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

YAt Mg be Pvised, i¥50 netice il be sivfen befoe se .

10. REASON FOR REQUESTING VARIANCE

) Camgplisnce with the limits of 21 CFR 1060.1 (e} would restict the intenacd uso of the prRGUCL DeCaLsE COMphance would csqs
GMIE the OUTDAR POWET T INo extant that the dasired effects would not be suinciently waiblo

(1 Otner or sadivonat asplanatien (Spacfy) m "{

3431
291r-412.0 49h923
VAR /
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11, MANNER IN WHICK 1T IS PROFOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

8 n is propozed 1o deviate Iram the provisions o 21 CFR 1040.11(ci in thot the accessdle emission Javel woyld exceed the
sccossibie armission kmns speciima o 27 CFR 1040.1 1(c).

O 1t is propozed 10 deviate from the provisions of 21 CFR 1040.11(c] as tollows:

12, ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

B Lasor light shows snd displsys afe sccupled populisr media iy anteraicmant and e ants. Use of powsr levgls « oxcess
of the limhs imposed by 21 CFR 1040.11(c] & nocessary 1o schiowe the rEquired offocta in thess meds,

] Cther or sdsrdonsl agvarages idescride and capininl.

12. EXPLAIN THE ALTERNATE MEANS QF RADIATION PROTECTIGN TQ BE PROVIDED. (Cneck as many Doxes as qpply. dn ilem 14 “Remorks. ™
JasUfy ony Dexes nat checked, using sddivonal snoets as Necessary. Stala any oler means of radiatian grotection thal wil be used )

2. B Al laser ornAUCTS. SySTams, ¥NOws, snd projoctors will be cartiftad t comply with 21 CFR 104010 804 the condrions of T vasiance
and will b reported as required by 21 C& 1002.10 AND 1002.11 wusing the roporfng guides provided for Juch purposc. Theds actiohs
will be accomplished prior (8 any Intotiuction into commares.

b. & Effects not specificaly indicatad in Ut varisnce sppécaton will not be performed, NO other affecrs will be added untd an amendment tc
the veriunce has Been obmined and the requirsd repars O SUPAMMCHTS, 33 applicatis, NEwo beon submited.

c. (0 Scarewng. projection, or refection of laser and collateral ragiation (Light snow rediatian) into audienta of athel ACCESSi0Ne uncooliad
areas will not ba permitted axcept Yor Gffuse IMfiections producmd by e sunosphere, added stmospheric scatrering media, nnd wrgct
sCreons. '

9.8 Laser radiavon lavels in eacess of the fimits of Class | will notL be permitted ot any point lpss than 3.0 metsrs stove ary AXTace LOON
which parsans other than aperaaws, performers, of smplaypscs 3¢ permitied 1o swand or 2.5 mators bolow of in lstoral separation from
sny PIAES whers SLch parspng arc pormitiod w be. Operstars. perfermors, and amployses will nat ba required or aflowed to Viaw
agiaton above the fimits of Class 1 or be PxPOsHd W 7akation sbova tha fmits sprcified w21 CFR 1040.11(c).

.9 ANy proguct which rehes on scanng 10 MBet ECTESE, FAPOLIe, of product class WMits will incarporats B sconning Safpguarg system
which diraclly 50n305 ycanngr moUon and which will react fast encugh To preclude sxceading the applcable benit.

1. @ all laser Iigivt shows ahall bo undor the dirac: vt porsenal contral ol Taved. competsnt cparator(s). Thw opacator(s) will;
11} Bs an amployea aof the varance noider wne will be rasponsitls far the Tainig and The conducy 67 the oporater;
{2} Be vcated whers all Daam pams can be dirccily ohaerved »t all Umes:. ana

(3) immedawdy tevminate the amgseom of lignt show rpdiaUun in 1he avent of any vhsale candivion: or, for outdecr thows. UPOR Tequos!
Dy any alr wattic contrel officisls. .

g-M8 Tha mazmum wso projector oup Rt pawer wil not axcesd 1he lavel required Lo ObLIN the imendeq sffacts.

b E The peopction sysmm fi.c..-2ne grajecior end off ooy companants uscd (o prodice pre fighting effectsi will be securdly mounted of
immaobBirad w pravens unintindsd mavement of misajgnment. Boam masking will Do pravided 3s 80 INNBTEE part of tho SyEem Gasign
0 provent ovorTiling of scrosng, boam stopa, targeta, ot

i. @ Laser projocions will not bo Gulivared 10 Sny ativer prty undor BR BgrEoMON of salo, loaza, or lean pnless snd uUntl the rediplent
demonsustes Tt Moy Neve a variance in affact At the tme of.delfivery mat ponmits Them 10 proouce 1aser N shows INCoMpOrsEng
SN mapeciur(s). : o .

i- @ \n addiion w ow reguiremens of 21 CFR 1040100y, dw marufactaer of ksor projectara/systoms will provids 10 parties wie pur-
chase, loass. or Darrow 1w squigment, Sdaquats wsers” insUurons for safe inswftation and apevation which oxplain B rasponaslity
me redplany s an Independent ight show MaNUTECONOr t SUDIMIT the roquirod regarts and epply for and obcain & variance fram CORK
prior Lo itroducrion jnfo commeares of any laser ght shows.

k. i) The requiremenas of 21 CFR 1002.30{sl{1) and (2) will bs accomolished IVough the imse of written proceduras for senup. alignmant,
taetirg, snd porfarmance of esch show. thoas procodures will bw in sufficlent detall 15 snsurs campliancs with 21 CFR 1040.70. Mo
CondiUons of Uus vivianca. ard the control of aconsy o radkation Areas w3ing the procacuees Jeaa®ad in the ANSIZ136.1 standare for

- e safe uso of lasers Amancpn Matonal $tancards nstture. 1430 Broadwoy, New York. NY 10018) or sny other squivaient user
consansug standard and. wiere spplicants, s1aw o local requirsments. Ligar radiaton areas which can contan radiation lewols shove
O Lnits apacified in 21 CFR 1040.1 (1) will be doarly identifiod By the posting of waming signs snt/or resictryg accoss twouph
physicel means (Such as presswe awilcnes, phote colls, banrers. guards, orc.). Thmss requitements apbly 10 tamporary moss [5uch a5
during 3ct up end aligrmicn? grocedwres) and W final or parmenont uroas. Tha vanancs nolder wall rotain the racords of these procodures
nd The rasylrs of all tesTs 85 required Dy 21 CFR 1002.31. A cony af the variance application. e ppproval leTIEr, CUTTeNt procedires.
anG cecnds rebng t0 8ach particulyr show will bo wilh Wc sporater of o1her responsible individual Bnd —ill be made avsileble for
inspection by FOA ang other respons:blc authariias.
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Advanco wiifish notificaton will De Mmade as cifly 4% PO (o approprate fcderal. STAIB, aNa 10cal duthoritios providing sNow MNarary
with gates and locauons claarly and complaiely isentified. and a basic descripuen of Lhe propased eftects incluoing 3 slatoment of the
MAMum POwEs BuIPUT inTendad. Such notilicationy will he made. bhut N necessanly Po hmited. 1o

11} The Ceniar for Oavicas and Radigiogical Health, Office of Compiisnca (NFZ-342), 2098 Gaither Road. Rockvile, MD 20850, providing
the sl 300 dosing dates for fixnd selstons snd the jlinafary for mabile Showy. In sddition, undess all aspects of sach ehdw hava
been roporiod b sccossion rumbars cloarly reforenced. d3ch NOTICE will inchudo fetsiled descriplians of cach show and o listing of all
ulfacts te be perfarmed In eufficent datail @ confinm complinncy with the 7oguiaTions ang nis varianca.

{2} The Foderal Aviation Adminiswatlon (FAA) for any projsclions inRo open 3irSPaco BT Aly UMS [i.o , #cixsng sel «p. axgnment
rchearsals. performances, arc.). If the FAA oljecis 10 any Insof effects, the abjsctiens will be resolvod pnd any conditons reguEstac by
FAA wifl ba adnerod 1. If these conditions cannat be maL. the odjsctonadls wllocts will be doloied lram e Show

{3) State snd (ocal radistion cantal officsaisganciss for af shows 1o be perfarmed within tNeir jaisdctons, Al raguisemens of stats aha
locsl faw wal 08 28Usfiad sryd any objecvions reised by local authoriios wid ho roseived or Yo offecys dslerod. (A K37 of fedara/ and
srate effices /s availadie from the Canter for Dovices end Radiologicsl Hesltn upon request.f

REMARKS

CERTWCATION

1 CERTIFY tnot of af the above wiormation snd statemerms o (rus, complets, ard cormect 1o 1ha best of my knowledgs and acknowlodgs
that My varance appfication may be Sonisd of my valance May ba feyokod i mis epplicaton s lound 10 be false, Misieading or inca?ACT
in any materigl way. | RIve subeiviod and will submil el ropores required by 27 CFA 1002.10 and 1002.1Y on tho larer sgsdpmont and
thowis). | Rether understana that | may be reqdred by reguistion of by Me Director, Cantar for Davices ang Ragiclogical Moahn, to suppiy
such other informadon as May De nEcaAssary ¢ owvehats and act on Yhis application.

15, SIGNASURE 16. NAME (Type or Prinl) 17. YME

TBA e Todd Black Do-res”




